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Introductions

PresentersWashington State Department of Health:
Liz Parent, Health Systems Quality Assurance

Jennifer Valverde and Rebecca Sutherland, Public
Health Outbreak Coordination, Informatics, and
Survelllance

Facilitator: Colleen Jensen, Residential Care Services
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Alnformational webinar for longerm care providers
and reqgulatory staff

ANot intended for the media

ALarge number of participantsittendees will be
muted

APlease submit your comments/questions in the Chat
Pane. At the end of each presentation we will responc
to as many as time will allow
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ANo confidential information presented or discussed

APresentation offered April 14 and April 18 (same
content)

AApril 18 presentation will be recorded

APresentation and all supporting resources will be
posted on Provider Page of ALTSA website
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Presentation Agenda

Medical Test Site Requirements (2ZP50pm)
2:05 Explanation of MTSW

2:15MTSW Aplication Instruction

2:30 Question and Answer

2:50-3:00pm BREAK
COVIEL9 Reporting Requirements (3:3080pm)

3:00 Reporting Methods
3:15 Question and Answer
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Presenters Medical Test Site Requirements

Elizabeth (Liz) Parent
Medical Test Site Survey & Investigation Manager

Health Systems Quality Assurance
Washington State Department of Health
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Waived Apliations for Medical Test Sites
In Washington State

I , Washington State Department of Office of Health SyStemS Oversight

Hea l th Labqratory Quality Assurance

Medical Test Site Program




Agenda

What i s a oTest Sitebo

What is a Medical Test Site Waived (MTSW) License?
What are the Requirements?

How do | apply? - Application

After the Application is Submitted

|s Staff Training Required?

How to Contact Us
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What is a Test Site

|l n Washington, a otest s
lab tests are performed by someone other than
the person the test is on

Regulatory Definition : WAC 246-338-010(25)(a)

(25) "Medical test site" or "test site" means any facility or site, public or private,
which analyzes materials derived from the human body for the purposes of health care,
treatment, or screening. A medical test site does not mean:

(a) A facility or site, including a residence, where a test approved for home use by
the Federal Food and Drug Administration is used by an individual to test himself or
herself without direct supervision or guidance by another and where this test is not part
of a commercial transaction;
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What is a Medical Test Site License?

It is the license required to perform lab tests in
Washington.

A Medical Test Site laws and rules apply to sites in Washington
instead of Federal CLIA (Clinical Laboratory Improvement

Amendments), as Washington State is exempt from the Federal
CLIA law.

A RCW 70.42 & WAC 246 -338 licensing laws and rules apply to all
Medical Test Sites.

Your Medical Test Site License will include the CLIA
number.

A When you get your MTS license, a CLIA number will also be
Issued to you for billing purposes, to order tests from suppliers,
and to report Positive Covid -19 results in SimpleReport . CMS
(Centers for Medicare & Medicaid Services) also uses this
number for tracking purposes.
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What Is the Medical Test Site Walived License?

| t |l s the |1 cense for a sSite

A What is waived testing?

A Waived tests are categorized as simple tests that have
an insignificant risk of an erroneous result.

A The Food and Drug Administration (FDA) determines
which tests meet the criteria to be considered a waived
test.

Regulatory Definition: WAC 246 -338-010 (45)(a)(b)
(45) "Waived test" means a test system that is:
(a) Cleared by the Food and Drug Administration for home use; or
(b) A simple laboratory examination or procedure that has an
insignificant risk of an erroneous result.
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What is an Over -the -Counter (OTC) Test?

OTC tests are authorized by the FDA for self -
testing.

You collect your own sample, perform the test,
and read the result yourself without the need to
send a sample to a laboratory.

FDA authorized OTC tests are available without a
prescription. Can be purchased online or at a
store.

OTC tests can also be used by licensed sites.
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When Is a License Required for Testing?

You will need a license If:

AYour site uses OWaivedod test kit
use, or

AYour staff dhseeoamte&ovetrl est kit C

A With édemwerunterdé testing when your st a
in any part of the testing process including collecting the sample,
helping a person understand how to run the test, helping the person
complete the test, or helping them read the test result.

A Your site is giving the test results to a medical provider to possibly
use for treatment decisions.

There is one exception:

A When someone is helping a child, or an adult (who is unable to test
t hemselves due to a physical gthescaoluinltietryo) a
test.
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When Is a License Not Required for Testing?

When the site is not involved in testing

When the resident is completing an over  -the -counter
test on themselves without assistance.

When an empl oyee | dghegiowern ea o
to take and to perform on themselves.

When the site is not giving the test result to a medical
provider to use for treatment decisions.
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What are the Requirements for a
Licensed Medical Test Site Waived?

Requirements:

The site only uses test kits app
or odhe€mounter. O

That the site follows the test k
exactly.

That the site reports positive reportable disease results to the
State and/or Local Health Jurisdiction where the patient
resides.

That the site follows Medical Test Site notification
requirements, including updating new contact information
or new test kits being used.
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|s Staff Training Required?

Ensure staff:

Read and follow the testing package insert or
manufacturerodos I nstructions F

Train staff according to the
Instructions for use.

If your site chooses to develop an internal policy for
testing, we recommend including the instructions for
use for the kit you are using.
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Links to LQA Webpage & Regulatory Information

LOA Website: Quick Tip: Google OWA LQASG6

A https://doh.wa.gov/licenses  -permits -and -certificates/facilities -z/laboratory -
quality -assurance

Information on Reporting Positive Covid  -19 Test Results:

A https://doh.wa.gov/emergencies/covid -19/healthcare -providers/reporting -
test-results/reporting -covid -19-test-results-point -care -testing -facilities

Requirements to update changes on a license:
A https://app.leg.wa.qov/WAC/default.aspx?cite=246 -338-026

Washington State Statute and Rules:

RCW 70.42
A https://app.leg.wa.gov/RCW/default.aspx?cite=70.42

WAC 246 -338
A https://app.leg.wa.gov/wac/default.aspx?cite=246 -338
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How Do | Apply for a Waived License?
Link to Webpage

Newsroom | Publications | About Us

( ’Heﬂlﬂ Z _ Topics A-Z ‘ | Espanol |

You & Your Community & Licenses, Permits, & Data & Statistical For Public Health & Health Care

Emergencies

Family Environment Certificates Reports Providers

Home > Licenses, Permits, & Certificates  Facilities New, Renew Or Update > Laboratory Quality Assurance

Laboratory Quality Assurance

Laboratory Quality Assurance
ry Quality Welcome to the Office of Laboratory Quality Assurance (LQA) webpage. Here you'll find information regarding the licensing of

Medical Test Sites — sites that perform clinical laboratory testing for the purpose of diagnosis and treatment.

Contact Us
Hot Topics
Forms » Washington State Medical Test Site Certificate of Waiver requirements, and SARS-CoV-2 (Covid-19) testing and test result
reporting guidance (PDF)
Frequently Asked Questions v + Guidance on Self-Testing and Over the Counter Testing for Individuals and Employers (PDF)
. Over;[he Counter (OTC) Home Testing and CLIA Applicability FAQ — CLIA guidance currently being_applied in Washington
Laws (PDE)

» Notice of Renewal of Emergency Rule filing (PDF)

‘ Licensin hd
II— Waived Medical Test Site License License/CLIA — Lookup

Medical Test Site Surveys ~ » Medical Test Site License Lookup: Verify an existing Medical Test Site license
» CLIA Demographics Lookup: Verify a CLIA license
Mission
Tools and Information
Newsletters I Licensing and application information|| _ For license updates | Frequently Asked Questions (FAQs) | Information on
survey types | Newsletiers | Program updates
Other Links
We can help you:
Practice Guidelines Contact us | File a complaint | Verify an existing Medical Test Site license |
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CLIA 116 Application vs WA MTS Application

CUNICAL LABORATORY IMPROVEMENT AMINOMENTS (CUA)
APPLICATION FOR CERTINCATION
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Download and Complete the Waived Application

Newsroom | Publications | About Us

A CI|Ck on and Topics A-Z | ‘ Espanol Search
Complete the
oCertificate of Licenses, Permits, & Data & Statistical . For Public Health & Health Care
. Certificates Reports Emergencies Providers
Waiver MTS/CLIA
License Facilities New, Renew Or Update > Laboratory Quality Assurance > Licensing » Applications

Application (PDF) 6

Laboratory Quality Assurance
A Verify your tests

are authorized by

the FDA. Applications

: License Types, Requirements, and Applications
A Submit the hard ypes, Req +and App
. The type of testing performed determines the MTS/CLIA license category. Select from the following four options:
copy with fee

payment to the

Please note: All applications require an original ink signature to be processed.

O|ymp|a address Waived Medical Test Site License Toolkit and Application

on the application Only tests approved as waived by thel Food and Drug Administration (FDA) anr‘[his category of license.
your test kit doesn't appear on the -approved waived test list, you qualify for this license type. See the categorize

form. If kit d ' he FDA, d d | DO NOT gualify for this | Seeth d

or accredited license information below.

» Complete the Certificate of Waiver MTS/CLIA license application (PDF). —
* Review the CDC Ready? Sei? Test! Booklet for best practices in waived testing.

= Good Laboratory Practices with Waived Test Systems (PPT) - self-study PowerPoint presentation

= Contact the Laboratory Quality Assurance (LQA) office at 253-395-6746 if you need help determining what classification of
testing you perform.


https://doh.wa.gov/sites/default/files/legacy/Documents/Pubs/505038.pdf

Check the tests are FDA Approved
as owai vedéheecroumadawerd

For FDA fully authorized tests use
link on LQA Applications page:

[p2Y U.S. FOOD & DRUG

ADMINISTRATION

Laboratory Quality Assurance

Applications

artment of Health & Human Servi

ices

f

o

r o

Enter any combination of fields and select Search. You can use the Analyte Drop Down box to select a
specific Analyte. For Test System Name/Manufacturer: enter a single word (e.g., Analyzer) or an exact phrase

License Types, Requirements, and Applications (e.9., Acme Analyzer)
The type of testing performed determines the MTS/CLIA license category. Select from the following four options: B4  —
Please note: All applications require an original ink signature to be processed. /

Search Database
Waived Medical Test Site License Toolkit and Application

Test System / Manufacturer ‘
Only tests app-thel Food and Drug Administration (FDA) I:an be performed under this category of licenge.

Analyte Name

Show Text Input O ‘

OR

FDA Emergency Use o N
Authorization : /’ Into search par.

: : ' YRSNJ 0KS da! dzii K

- A . L

Covid -19 Antigen Tests ] RSar3ay IL A R i &
KCovid -19 Molecular tests J Agl AOSRE (2 08

license.

Washington State Department of Health

K2NAT SR
CSEEd;yﬁLE
dza S

| 22

R

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | .

CLIA - Clinical Laboratory Improvement Amendments

© FDAHome © Medical Devices @ Databases

% Help & Download Files

/For Covid tests with I To look up tests authorized by the FDA for home use, click
on the link, scroll down to the table, enter the test name


https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-antigen-diagnostic-tests-sars-cov-2
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-molecular-diagnostic-tests-sars-cov-2

Application
Instructions - Listed on the first four pages of the application and in the
following slides

Certificate of Waiver Medical Test Site (MTS)
Application Packet

Contents:
1. 505-038....Certificate of Waiver Medical Test Site Application Index Page .... 1 Page
2. 505-039....Certificate of Waiver Medical Test Site

Application Instructions Checklist.............cooooviiiiiiiiie 2 Pages

3. 505-026....Certificate of Waiver Medical Test Site Application..................... 7 Pages

Important Information:

Laboratories licensed by the Washington Medical Test Site (MTS) licensure program are
exempt from the Clinical Laberatory Improvement Amendments of 1988 (CLIA). You do
not need to apply to the Centers for Medicare and Medicaid Services (CMS) for a CLIA
number. Your MTS license will contain both your MTS license number and your CLIA
number.

In order to process your request:

Return Completed Application (original copy) and fee in the form of check or
money order (made out to Department of Health) to:

Department of Health
Revenue Section

P.O. Box 1099

Olympia, WA 98507-1099

Certificate of Waiver
Application Instructions Checklist

When your application for a Medical Test Site is received by the Department of Health,
you will be notified in writing of any outstanding documentation needed to complete the
application process.

All information should be printed clearly in blue or black ink. It is your responsibility to
submit the required forms.
[ Indicate type of application:

* New

» Change of ownership

» Change of license type.

[ Check One:
Please check your legal owner/operator business structure type according to your
Washington State Master Business License.

[ Section 1. Demographic Information:
Uniform Business Identifier Number (UBI #): Enter your Washington State UBI
#. All Washington State businesses must have UBI #s. City, county, and state
government departments also have UBI #s.

Federal ID Number (FEIN #): Enter your Federal ID Number, if the business has
been issued one. If the facility FEIN # is different than the Legal Owner FEIN, enter
this number on page two of the application under Facility Specific Federal Tax ID
(FEIN) #.

Legal Owner/Operator Entity Name: Enter the owner's name as it appears on the
UBI/Master Business License.

Legal Owner Mailing Address: Enter the owner's complete mailing address.
Phone and Fax: Enter the owner's phone and fax numbers.

Email and Web Address: Enter the owner’s email and facility web addresses, if
applicable.

Facility Name: Enter the lab’s name as advertised on signs and web site.

Facility Specific Federal Tax ID (FEIN) #. Enter if different from the Owner FEIN
listed on page one of the application.

Physical Address: Enter the lab’s physical street location including city, state, zip
code, and county.

Phone and Fax Numbers: Enter the lab’s phone and fax number.

Mailing Address: Enter the lab's mailing address, if different than physical
address.

DOH 505-030 March 2021 Page 10f2
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Instructions & Tips

Pashisghon Sbede Degarimns of

Health

Revenue Section

@

A~ "New" box R e
Ma r k é new é | f t h i S | i IO iul;.- 1r2u21bJuFrf30. 2023.t...51i]0.0|] ne
applying for an MTS license. Revenws: 0420020000 _ . — —
Certificate of Waiver Medical Test Site License Application
A O C h e c k 'Qyp@ (ﬁ bUS|neSS as Tchll:;:::r:umlj New [0 Change of Ownership [ Change of License Type
||Sted on your bus| ness ||Cense O Assaciation O Limited Partnership O Partnership
[] Corporation ] Municipality (City) [ Sole Proprietor

(non - profit, corporation etc.)

[] Limited Liability Company ] Municipality (County)
[[] Limited Liability Partnership [] Non-Profit Corporation

[] State Government Agency
] Trust

0OSection 1.
| nf or ma informatian listed on

Demogr &

jon:1. raphic Information

Ut # Federal Tax ID (FEIN) #

your site's business license.

Legal Owner/Operator Entity Mame

The owner information must match

Mailing Address

your business license.

City State Zip Code County

Bel ow the bol d | i

Phone (enter 10 digit #]

odol

Fax (enter 10 digit #)

ng

n €
business aso6 i nforn

Web Address

.]Eﬁlil,ﬂt:ldlefs 0 n

This may be the same or different

Facility/Agency Mame (Business name as advertised on signs or website)

than above d it may be what you

Facility Specific Federal Tax |D (if different than one entered above.)

are advertising your business as.

Physical Address

A

Phone Number and Email address

City State Zip Code County

MUSTbe provided in order for your
application to be processed.

Facility Phone {enter 10 digit #) Facility Fax (enter 10 digit #)

Mailing Address (If different than physical address)

Please submit all seven pages
of the application, even if some of the

test kit pages are left blank.

City State Zip Code County
For Office Use Only
Medical Test Site # CLIA#

DIOH 505028 March 2021
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Instructions Continued - Page 2

Section 2
Mark the site type

You must mark your
specific site type or if you
are not sure, please write
site type in the blank area
under Other Practitioner
(adult family home,
supportive living, etc.)

Hours of Testing

Hours testing happens,
this may differ from
business hours. List 24/7 if
testing is performed all
hours of the day.

Additional locations under license for Government or Not -for-Profit
If your site is Government or Not -for-Profit entity on your business license you
may list different locations where testing takes place. Verification of not -for-

profit status is required, please submit with application. To list additional
locations, submit a separate sheet of paper, including the full addresses,
building names, & phone numbers of each location.



